ONPEOENEHMWE

Ne 3023

rp. Cocpna, 30.01.2025r.

AOMUHUCTPATUBEH Cb[ - CO®PUA-TPAL, Btopo otaeneHue 25 cbeTas,
B 3aKpuTO 3acenaHme Ha 30.01.2025 r. B crnegHna cbCTas:
CbOuA: BopsiHa MeTkoBa

Kato pasrnega geno Homep 6724 no onuca 3a 2024 rogouHa OoknagBaHO oOT
cbAuATa, U 3a ga ce npon3Hece B3e npegsug cregHoTo:

[Tpou3BoacTBOTO € 00pa3yBaHo Mo xanda Ha anB. A. L., KaTo MBIHOMONTHUK Ha
STADA ARZNEIMITTEL AG (CTAJIA APIHAMMUTEJL AJl), apyxecTso
YUpPEIIEHO U ChIIECTBYBAIIO ChIIaCHO 3akoHUTE Ha OP 'epmanus, cpemy PEIIEHUE
NeH.-34904/21.06.2024r. wa HarumoHamHus ChBET MO IICHH W pPEeUMOypcHpaHe Ha
nekapcrBenute npoayktu (HCLIPJIIT). C ocmopBanoto Pemienue, Ha ocHoBanue 43,
an.8 m an9 or Hapenbara 3a ycioBusTa, TpaBHiaTa M pelna 3a peryilupaHe H
perucrpupane Ha IleHHTEe Ha JiekapctBeHuTe mnpoayktu (Hapembarta) e 1)
YTBBPAEHA mnpomsHa Ha neHa mo un.26la, aml or 3akoHa 3a JIeKapCTBEHUTE
npoayKTH B XyMaHHata meaununa (3JIITXM) Ha ekapcTBEHUs MPOAYKT, OTITYCKaH 110
nekapcko npennucanre Hukyndra Solution for injection 40 mg/ 0.4 ml x 2 pre-filled
pens + 2 alcohol pads, ¢ MexnyHapoaHO HemaTeHTHO HaumMeHoBaHue Adalimumab.;
JOITYCHATA mnpomsiHa Ha mena nmo wi.26la, an.l 3JIIIXM B Ilpunoxenue Nel
,»JIeKapCTBEHU TPOAYKTH, TpEJHA3HAYCHH 3a JIEYCHHWE Ha 3a00JsSBaHUs, KOHTO Ce
3amamar mo pema Ha 3akoHa 3a 3apaBHOTO ocurypsiane (330) na Ilo3uTHBHWUS
JIEKapCTBEH CMHMCHK Ha jekapctBenus mpoaykt Hukyndra Solution for injection 40 mg/
0.4 ml x 2 pre-filled pens + 2 alcohol pads u 3) JOITYCHATA npomsiHa Ha IieHa 11O
yw1.261a, an.l 3JIIIXM B Ilpunoxenue Ne2 , JlekapcTBeHH NPOIYKTH, 3aIlIalllaHU OT
Oro/pKeTa Ha JiedeOHUTE 3aBeAcHUs M0 WiI.5 oT 3akoHa 3a neuebnute 3aBeaeuus (3J13) ¢
IbpKaBHO WK oOUMHCKO ydactue no 4wi.9 u un.10 3JI3* na Ilo3uTuBHUSA NeKapCTBEH
cniuchbk Ha JekaperBenus npoaykt Hukyndra Solution for injection 40 mg/ 0.4 ml x 2
pre-filled pens + 2 alcohol pads

CpapT, KaTo B3€ MPEABHJ, Y€ Ca OTCTPAaHEHHW HEPEAOBHOCTUTE jKajmbata M Ha
ocHoBanue 4i.154, an.1 AIIK,

OIIPEJAEJIA



I. HACPOUYBA genotro 3a pasriexiaaHe B OTKPUTO CbhleOHO 3acemanue Ha 10
despyapu 2025r. or  10% aca.

II. KOHCTUTVYHPA cTpanu B npOu3BOJACTBOTO:

1. KanGomonaTen: STADA ARZNEIMITTEL AG (CTAJIA APLITHAMMMUTEJI
AJl), cbe chaeOeH anpec 3a npu3oBaBaHe: [HaceneHo Mscto], [ymuia], er.4, an.5, upe3s aas.
AT

2. Otsetnuk: HALIMOHAJIHUA CBBET I10 HEHW WM PEMMBYPCHUPAHE HA
JIEKAPCTBEHUTE ITPOJAYKTH, npencraBisiBan oT mpezacenaTelis, CbC ChAeOeH ajpec:
1431 C., [ynuual, enekrpoHeH aapec: [enekTponHa moia]. OTBETHUKBT Ja Ce MPH30BE 110
pena Ha un.18a, an.5 AIIK Ha mocoueHus eIeKTPOHEH aJpec.

JA CE [TPU3OBAT crpanute 1o A€10TO 32 HACPOUEHOTO OTKPHUTO 3aceqaHHe.

I11. 1. Ha ocuoBanue wi1.170, an.1 AIIK YKA3BA Ha OTBETHHKA, Y€ B HETOBA TEXKECT €
Jla YCTAaHOBHU CBIICCTBYBAaHETO Ha (PAKTUYECKUTE OCHOBAHUS M M3ITBIHEHUETO Ha
3aKOHOBUTE M3UCKBAHU npu H3JaBaHe Ha OCITOPBAHOTO Perienne
NeH.-34904/21.06.2024r., BKIIOYHUTEIHO KOMIIETEHTHOCTTA HA OpraHa M3JaTe/] Ha aKTa.

2. Ha ocnoBanme ui1.154, an.1 I'TIK BBB Bp. ¢ wi1.144 AIIK YKA3BA Ha xanbonogarens, 4ye
B HErOBa TEXKECT € Jla YCTAHOBH ChHINECTBYBAHETO HAa (aKTUTE W  OOCTOSATEICTBATA,
MOCOYCHH B KaJI0aTa, OT KOWTO YEPITH OJIArONpHUsATHH 3a ce0e CH ITPABHH ITOCIICAMIIH.

IV. Ha ocnoBanue uin.150, an.2 u ui1.163 AIIK 3AABJDKABA crpanute, Hali-KbCHO B
I'BPBOTO 3acelaHue MO JEJI0TO, Ja MPEACTaBAT MHCMEHUTE JI0KAa3aTeJICTBA, C KOWTO
pasmoJiaraT, KakTo W Ja I0COYaT JOKa3aTelIcTBaTa, KOUTO HCKAT Ja OBbJarT chOpaHH B
ChJICOHOTO MPOU3BOCTBOTO.

OrmpeniesieHUeTo HEe MOJUJICKH Ha 00KajIBaHe.

CbAus
bopsiaa IletkoBa



